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Facsimile Transmission 

77 W WACKER DRIVE CHICAGO, ILLINOIS 60601 .(312)782-3939 

Facsimile: (312) 782-8585 
bpray@jonesday.com 



February 15, 2008 



Please hand deliver the following facsimile to: 



Name/Company: | Facsimile Number: 


Telephone Number: 


Office of Patent Legal Administration 
Attn: RaulTamayo 

United States Patent and Trademark Office 


(571)273-7728 


(571) 272-7728 



From: Brent P. Ray 

JP No.: JP006602 
Send copies to: 

Re: 



□ Copies distributed - OfMrxtoft inmate 

Direct Telephone No. : (312) 269-1 521 

CAM No.: 636570-600001 
Number of pages (including this page): 9 



In re: U.S. Patent No. 4,994,078 
Issued: February 19, 1991 £ 
Inventor: Robert K. Jarvik 

For: INTRAVENTRICULAR ARTIFICIAL HEARTS AND METHODS OF THEIR 
SURGICAL IMPLANTATION AND USE 



NOTICE: This communication is intended to be confidential to the person to whom it is addressed, and rt is subject to copyright 
protection. If you are not the intended recipient or the agent of the intended recipient or if you are unable to deliver this 
communication to the intended recipient, please do not read, copy or use this communication or show it to any other person, but notify 
the sender immediately by telephone at the direct telephone number noted above. 



Message: Please see attached. 

Please call us immediately if the facsimile you receive is incomplete or illegible. Please ask for the 
facsimile operator. 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re: U.S. Patent No. 4,994,078 Attorney Docket No.: 012373-001-999 

CAM No. 636570-600001 

Issued: February 19, 1991 
Inventors: Robert K. Jarvik 

For: INTRAVENTRICULAR 

ARTIFICIAL HEARTS 
AND METHODS OF 
THEIR SURGICAL 
IMPLANTATION AND 
USE 

MAIL STOP PATENT EXTENSION 

Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 223 1 3- 1 450 

SUBMISSION UNDER 37 C.F.R. § 1.740(a)(13) 

Sir or Madame: 

Pursuant to 37 C.F.R. § 1 .740(a)(13), Jarvik Heart, Inc., through the undersigned, submits 
(1) a January 30, 2008 cover letter enclosing Module 1 : System Engineering for PMA Shell 
Number M070017 to the U.S. Food and Drug Administration ("FDA"), and (2) Federal Express 
proof of delivery of Module 1 to the FDA on February 1 , 2008. 

No fee is believed due for this submission. Should any fee(s) be due at this time, please 
charge such fee(s) to Jones Day Deposit Acct. No. 503013. 



Date: February 1 5, 2008 



Respectfully submitted, 

A/a. 



F. Dominic Cerrito 

JONES DAY 

222 East 41st Street 

New York, New York 1 001 7 

(212) 326-3939 



(Reg. No. 38,100/ r%%t)o \ 
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Mary Blinder, MD 
Director of Medical Affairs 

PMA Document Mail Center (HFZ-401) I PMA Shell Number M070017 
Center for Devices & Radiological Health Module 1: System Engineering 
Food and Drug Administration 

9200 Corporate Boulevard Sponsor, Manufacturer and Ap] 

Rockville, MD 20850 Jarvik Heart, Inc. 



January 30, 2008 
Dear Dr. Patel, 

Enclosed are three (3) hanicopies of PMA Shell Number M070017, Module 1: System 
Engineering for the Jarvik 2000 Heart Assist System* In addition, per the instructions 
accessed at http://www.fda . gov/cdrh/elecsub Jhtml, two (2) electronic copies are provided 
with this submission and both copies are an exact duplicate of the original paper 
submission. 

In addition, we arc submitting the following 3 documents related to fees for your records 
even though we do not believe these documents are mandatory: 

4 

Eligibility for Small Business Qualification 
Facility Registration 

Draft Medical Device User Fee Cover Letter 

Please contact me at (212) 397-391 1 ext. 30 or mblinder@iarvikheart.com if you have 
any questions. 



Mary Blinder, MD 



333 West 52"° Street, New York NY 1001 9-e23S Ph: (212) 397-391 1 x 30 Fax: (212) 397-3919 mblnider@ta rvikhQart.eQm 



333 West 52 nd Street. 
New York, New Yodc 10019 
212-397-3911 
Fax 212-397-3919 



Sincerely, 
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Mary Blinder, M.D. 

— « ™™ ~ — .~. . ■ ' ' ■ — 

From; Pamela DeLaGrange [pdeiagrange@iarvlkheart.com) 
Sent: Friday, February 01 1 2008 1 1 :28 AM 

To: Dr Jarvik; 'Stuart McConchie"; 'Mary Blinder, M.D/; 'Janine Lynch'; 'Kamal Gandhi 1 
Subject; FW: FedEx MPS Shipment 798864320906 Delivered 

Attached is your copy of the delivery verification of the PMA Submittal to the FDA 

Pamela 

— Original Message — 

From: TrackjngUpdates@fedex.com [mailtD:TrackingUpdates@fede)c,com] 

Sent: Friday, February 01, 2008 11:13 AM 

To: pdelagrange@jarvlkheartcom 

Subject: FedEx MPS Shipment 798864320906 Delivered 



This tracking update has been 

Company Name; 
Name : 
E-mail; 



requested by: 

Jarvik Heart, Inc. 
Pamela DeLaGrange. 
pdelagrange$jarvikheart ■ com 



bur records indicate that the following MPS shipment has been delivered: 



Reference : 
Ship (p/u) date; 
Delivery date: 
Sign for by: 
Service type: 
Packaging type: 

Tracking number: 
Delivered to: 
Weight : 

Special handling /Services: 



PMA #M070017 Module X 

Jan 31, 2008 

Feb 1, 2008 10:24 AM 

M.BENJAMIN 

PedKx Priority overnight 
Your Packaging 

Mail room 
SO. 00 lb. 
Deliver Weekday 



Tracking number; 
Delivered tot 
Weight : 

Special handling /Services; 



738364560110 
Mailroom 
50-00 lb. 
Deliver Weekday 



Master tracking number; 
Delivered to: 
Weight ; 

Special handling /services; 



793864320906 
Mailroom 
50.00 lb. 
Deliver Weekday 



Shipper Information 



Recipient Information 



2/1/2008 
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Frcro: Ori$n»:CMYA (212J397-3911 
Pamela DeUGrangB 
Jarvfc Heart, Inc. 
533 West 52nd Street 
Room 700 

K#wYork,UY1WM9 



Fedlx. 




SHIPTO; 21239T3S11 BILL SENDER 

. Food and Drug Admin. 
PMA Document Mail Ctr(HFZ-40l) 
9200 CORPORATE BLVD 
CTR FOR DEVICES & RADIOLHEALTH 
ROCKV1LLE, MD 208503229 




AefWtfSOLB 

SystefiM«Sc34/riET$u11 
DsWery Address Bar Coda 



Dimmed: 20 X16X 15 W 






u 





RefS PMA8M070017 Moduli 

mvotoi# 

Dept# 



1/3 

g| 7988 6432 0906 

## MASTER ft? 



19 GAIA 



FRI-01FEB A2 
PRIORITY OVERNIGHT 

20850 
MD4J3 

IAD 



Piaaae told this *£im«M in Mi and place il in Tta waybill pouch afrittd v. your ahiprneni so thai tha barcode port** of the ^^^L^^^^, 
•"WARNING* Use only the printed original label lor sNpping. Using a photocopy of rhte label lor shipping purposes ts fiauduleni and couW rcCutt .n aoftjonsi 
biJilng chore**, along whh the cancellation of your FedEx account num&ef, 

1. Fold the printed paue along tha horizonlal line. , 

2. Race label In shipping label pouch &ftd affix h to your shipment so that the barcode portion of the label can be read and scanned. 

v*e of this system constitute your agreement to the siwio* conditions in the current FedEx Senrfc* Oulde, avaiUbte on fedtx.com. FedExwill not be 
.^n^iblt for any claim in *em Of *l00 per paa*a 0 «. «*etherthe result Of lo*, damace. delay, non-delivery. mW ellvery. or mi^ormation. ******* 
declare a hiflher value, pay an additional clUffle, document your actual to* and file * timely claim, Limiteiioits found .nth* current FQdg* SeiwoeOuidj 
apply Your right to reccveifrom FedExlof m V loss. Including intrinsic value of the pdekafie. loss of sales. income interest, profit, attorney* te<* ( costs, and Otner 
torms'of dam flga ^hothor direct, incidental cowqointlil. or special limited to the greats of $100 or the authorised a«d Rt ^?^^** 
actual documented loss. Maximum foi items ot extraordinary value is SCOT, fe-fl- Jewelry, prcoiou* metals, negotiable Instruments and other items »*ted m oui 
Service Guide. WritUn claims mutt be filed within strict time limits, see current FedEx Service Guide. 
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Fran; OftghlttaMYA (212)SS7-39U 
Pamete DelaGra>g& 

Jsv* Heart, tnc 
333 V/«st 52nd Stfwt 

Room TOO 

Mev York, HY 10013 



SHIP TO; 212 387S911 BULSENEER 

Food and Drug Admin. 

PMA Document Mail Ctr(HFZ-4M} 

9200 CORPORATE BLVD 

CTR FOR DEVICES & RAEHOLHEALTH 

ROCKVILLE, MD 208503229 




Sty Date 
AAVgt:50tB 

SysJetr* 16W634/INET8011 
Accounts"""'" 



Dimmed; 20X15X15 IN 



Oa&very Address Bar UOde 






Ref# PMA£MO7O017 Modulo 1 

tn voice £ 

POtf 

Depl# 



2D 



7909 2939 3305 



Mattf 7988 64320906 102011 



1 9 GAI A 



FRI -01FEB A2 
PRIORITY OVERNIGHT 

20850 

MD-US 
IAD 



PIMM laid ihis document in hall and o'ace it in tha waybill pouch a«'«ed lo your sWprpant so thai tfw decode portion of the label ean be read and scanned 
^fiwJ^JS?^ T^t^n^l^itoZ^^apN^ol Ab MM tor dipping pun»S« * ftaudulcW and could »«* « 

UdfinQ charges, along with the cancellation of your Fe<fE* account number. 

1 . Fdri the printed patj© atona the horizontal lino. . ^ r ^ 

2 Place la&ei in shipping label pouch and affix it to yovr shipment 60 thai Ihe t>arc<*te portion ol the laixtf can be read ajxi scanned. 

Use of this system w^tutesyour a« nsmant to the servic* conditions in the current FedEx S*rM« ™<*'^ I,abI * <^ 

■esponsib.e for *nv dai*. in excess of $100 pot p^dcaga. whrthor the result of loss, damage. dtlff. non-dclnttiy, m^elnmy. Of "^^^f^ 
declare a hi e h*rva.u«, piy » additional charge, document yogr actual loss and file a timely eUirr, UmrtatiOnMound in the """"■^^^^^ other 
apply. Your rightto r***vc< from FedEx for any its. Including IMMievilui Of the package, to* cf sales, meomt mteresfc. prof* ""^^^^^ *" - 
<orms of damag* fetter direct, incident*, consequential, cr special Is limited to the greater of 5100 or the auiho «^edared «^^.^ n ^ ,td 
actual documents las. Maximum for rUn* of extraordinary value Is 5300. e.fl. j^eiry. precious metals, negctraole .nstnim.nte and other rUm* listed ,n our 
Service Guide. WntUft dalms musk be flltd wJthln strict tim* limits, see current FedEx Service Guide. 
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ROffl: Ortjft D: QWYA (217)397-3911 
Pamela OeUGrange 
Javfc Heart, inc. 
333 Was! 52nd Street 
Room TOO 

Naw Yort, NY 10C19 




SHIPTa 2123373911 KLL5EWJER 

Food and Drug Admin. 

PMA Document Mail Ctr(HFZ401} 

9200 CORPORATE BLVD 

CTR FOR DEVICES & RADIOLHEALTH 

ROCKVILLE, MD 208503229 




Sf4)Dais:3UAK0S 

$f&s&: 1609634^ET8011 
Account* $***"***' 



Ddninfift 20 X 15X 15 W 



Delivery Address Bar Code 



HlllllllllII 



Ref £ PMA#M07OO17 ModUfc 1 

Invoice # 

POff 

Dept# 



3tf 

^ 7983 6456 0110 

Msttf 798364320906 



1 9 GAI A 



FRJ - 01 FEB A2 
PRIORITY OVERNIGHT 

20850 

MD-US 

IAD 



Please told this document in half aid pfaw H in th* wavtolll pouch alfixsd to your shjpnwnlso J»^«»d8 portion of the [f^^^!^^^^ 
-•WARNING: Use only the printed original label fof sbippto- U*«xg a photocopy of this label fcx snippy purposes is fraudulent and could reault in add»lK>flAi 
bilUnci ctttf^es. along with the carteotation of your Fed£> account number. 

1. Fold the printed page along the horizontal line- a . . . 

2. Place label in shipping Isbol pouch and allot it 10 your enlpment ao that the barcode? portion of mo label can be read and scanned. 

Iteft of this system constitute your aflreementto the strvic* oonditions in the current FedEfcServfott Qulde. avaHJble on tedex.com. FedEx will not be 
responsible for any claim in ex«* * $100 per parage, whether the result of (Off. damage, delay, nor>de1ivery, misdelivery, or m AitfOrnvrton. unlc* you 
declai* * high«r value, pay an additional tow*, document your actual loss and file * timely daim. UmrUtiCmT found mth« current Fed^ : 3eM«Gu.dft 
apply Your rioht to rflcovoi from FedEx tor any lo«, Including Intrinsic value otf fhe pacVAj^ loss of sales. fncOm* interest profrt. attorneys feofc costs, and other 
fotflj * damage whethor direct, incidental, consequential, 01 special Is limited to the greater of *100 of the authorized tfftOUrtd value. Recovery cannot exceed 
actual documented loss. Maximum for items o* extraoidinary v.ilue Is $500. e.g. jew4ih/. pre do us metals, negotiable instruments and other item* listed in our 
Service Oulde. Written claims must be filed within strict time limits, sit current FedEx Sehrfoe fcuide. 
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Pamela DeLaGrange 

From: TrackingUpdates@fedex.com 

Sent Friday, February 01 , 2008 1 1 :13 AM 

To: pdetagrange@iarvikh©art.com 

Subject: FedEx MPS Shipment 798864320906 Delivered 



This tracking update has been requested byr 

Company Name; JarviK Heart, inc. 

Name : Pamela DeLaGrange 

E-mail : p^elagrangeajarvikheart . com 



Our records indicate that the following MPS shipment has been delivered: 



Reference : 
Ship (P/u> date: 
Delivery date: 
Sign for by: 
Service type: 
Packaging type: 



PMA SM07001? Module 1 
Jan 31, 2008 
Feb 1, 2008 10:24 AM 
M.BEN J AMI U 

FedEx Priority Overnight 

Your Packaging 



Tracking number; 

Delivered to: 
Weight • 

Special handling/services: 

Tracking number: 
Delivered to: 
Weight : 

Special handling/Services: 

Master tracking number: 
Delivered co: 
weight: 

Special handling/Services; 



7909233 9 3305 
Maiiroom 
50,00 lb. 
Deliver Weekday 

79836 1560110 
Maiiroom 
.50.00 lb. 
Deliver weekday 

7 98864320906 
Maiiroom 
50.00 lb. 

Deliver weekday 



Recipient Information 

Food and Drug Admin. 

PMA Document Kail Ctr(HFZ-401) 

9200 CORPORATE BLVD ; CTR FOR 
DEVICES & RADIOL. HEALTH 

ROCXVILLE 
US 

208503229 

Please do not respond to this message. This email was sent from an unattended 
mailbox. This report was generated at approximately X0:12 AM CST 

on 02/01/2008, 

To leam more about FedEx Express, please visit our website at fedex.co m. 
All weights arc estimated. 

To track the latest status of your shipment , click on the tracking number above, 
2/1/2008 
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Shipper Information 

Pamela DeWGrange 

Jarvik Heart, Inc. 

333 West 52nd Street; Room 700 

New York 

US 

10019 
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or visit us at fedex._con- 

This tracking update has been seat to you by FedEx on the behalf of the 
Requestor noted above. FedEx does not validate the authenticity of the 
requestor and does not validate, guarantee or warrant the authenticity of the 
request, the requestor's message, or the accuracy of this tracking update. For 
tracking results and fedex. corn's terms of use, go to z ede x ■ coi n . 

Thank you for your business - 



2/1/2008 
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